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III. The Adniinistrative NADX prkess 

Definition: An “Adniini$rati~k NAbA’+ is a n&w an&al hiirs”a~~iication‘ti~iis 
submitted after all of the technidai sections &at Fulfill &e requirements for the approval of the 
new animal drug ~,nder 2 1 CFR ‘5 l 4I 1 ilave. bee-fi ri;v;e~~d’tj~C.~~~i~~-*~-~~~las.Issue;i a 

technical section complete lettei for each of th&& &hnical sections. ’ 

The Phased Review Prdc’ek ‘. “. 

A sponsor may submit data or information in support of a technical section, or may submit a 
complete technical section, of the NADA for review during the iiivestigation of the new animal 
drug, i.e., for phased review. The same requirements under 21 CFR 5 14.1 apply to all NADAs 
whether for phased review or not. Phasing of NADA submissions is a volufitary ‘program.’ The 
option to phase the review of data submissions applies to all original ‘NAG& aiid 16 ‘- 
supplemental NADAs and can be exercised up to the point at which the sponsor submits an 
NADA or supplemental NADA.‘Applic&s making submissions r~lk&ig to abbreviated NADAs 
and supplements should contact the Generic Animal Drug Team to discuss whether phased 
review is appropriate for their pkticulai generic new animal drug. 

If a sponsor exercises the option to use the phased review process: 

A. Submissions relating to technical sections should be submitted duiing‘ihe 
investigation of the new animal drug kd’fiiea iii ‘an ink&&&l ;Ne& Animal Drug 
(INAD) file established by CVM for the hew animal drug. 

B. Each submission sholild contain information and data relating to only one technical 
section and should be under a separate cover. Sponsors are encouraged to contact the 
reviewing Division regarding whai. info&iation atid data shouih be submitteh t&e&. 

C. Each submission relating to a different technical section should be bound separately 
and should include a cover letter, a table of contents, a summary, and other information 
pertinent to the review of the particular.section. The envelope in wliich a submission is -_““...-.. ., 
mailed should be addressed to the Dokutient’Contiol L&iii; HFV-l$W,‘^C~?%~“i!~~, 5’<9 
Standish Place, Rocltville; MD 20855. The cover letter should:‘(l) ‘at the top identify the j, 
submission as a “Phased Submission;” (2) be addressed to’~li’e%&oli or Staff’hirector 
responsible for the evaluation of the technical section; (3) briefly describe the purpose of 

’ 
ta together, a sponsoi- should consider all 

In deciding whether to seek approval of a new animal drug under phased review or under the 
traditional review process by’subktting all da 
advantages and disadvantages of each mechanism for approval before submitting data for CVM’ S 

i __ ._ ‘_._ 
ltinrr knroval of a new animal drug 

:ussion in section V. 
review. For example, a sponsor should consider whether see- ~~ ..TT~ - -_- 
under phased review will affect the extension of a patent term. See the disc 
of this guidance. 
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the submission and the information contained in it, including reference to any pertinent 
previous correspondence between CVM and the sponsor; (4) reference or +xjl any 
pertinent documentation, regarding previous agreements or’u&&&&&ings between the 
sponsor and CVM; (5) identify persons the agency m&i c&tact rig&ding any specifics of 
the submission; and/or (6) convey any other information the sponsor considers important 
or necessary to facilitate the review of the submission. 

D. There are potentially eight technical sections: Chemistry, Manufacturing, and 
Controls; Effectiveness; ‘Target Animal Safety; Human Food Safety; Environmental 
Impact; Labeling; Freedom of Information (FOI) Summary; and, All Other Information. 
These technical sections are described briefly below. Additionally, the FOI Summary is 
described in greater detail in 2 1 CFR $ 5’14.11 (e)(2) and e&h, Of the other~‘tk&nical 
sections is described in greater detail in 2 1 CFR 6 5 14.1. ” 

(1) The Chemistry, Manufactu&ng, and Controls section should contain 
complete information regarding”the*&&$fadture bf the nkw a&&J d&g active ingrediel 1t 
and the new animal drug product. It shoIYld include itiformatioll 011 
components and composition, manufactuiing pro 

periorkel, facilities, 
cedures,~ kalvtical specifications and 

methods, control procedures, stability, containers and closui-es. Got Id Ma&f&&ring 
Practice (GMP) &mplia&e,. and,maky oihei aspects of the chkmistry and manufacturing 
processes. 

* 

(2) The Effectiveness section must contain full reports of all studies that show 
whether or not the new animal drug is effective for its intended use. 21 CFR 6 

‘I 

514.1(b)(S)(i). T1 514.1(b)(S)(i). T1 lis lis section should include bol section should include bol 
controls conducted by or on behalf of the spon controls conducted by or on behalf of the spon I I i Y i Y 
reference. References and authorizations; if appropriate, to other applications or reference. References and authorizations; if appropriate, to other applications or 
documents containing information regarding effectiveness of the nel documents containing information regarding effectiveness of the nel 

th studies tiiih“contro’k and studies without 
sor or available to the sDonsor b‘v right of 

7 . . .z ” I” .U”_ /( I h animal drug should _ _ _ _ - _ 
also be included in this sectinn of the annlicstinn 

: , _,,_ .-*.ic”“;. r ,:,“,/.:r,,ir .., ? .>.:‘,,n^.,+*. 
---- --OTT -_--_-_-_-. Setr I _ :tlon 5 12(d)(l)(E) of the Act, 2 1 

USC $ 36bb(d)(l)(E), p&ides that CVM must refke to approve an NADA unless the 
snonsor demonstrates bv substantial evidence that the I i ____ drug %llhavk the &f&t it purports 

litions of use prescribed, recommended, or or is represented to have under the cond 
suggested in the proposed labeling. ’ 

(3) The Target Animal Sa&t$ se’ctidn must contain fill reports of all studies’that 
show whether or not the nkw animal drug’is safe to the target species. 21 CFR 5 
5 14.1 (b)(8)(i). All studies should include those studies condu&d by or 01; behalf of the 
sponsor or available to the sponsor by right of reference. References and authorizations, 
if appropriate, to other applications or documents containing infnrmatinn rewdinn c2fetv 
of the new animal drug should also be inclu . . . ’ ’ ’ 

_.---_ - -_--_ - -oI- --‘-b ----‘i 

dec! in this section of the application. 

I”\ ml TT WY I_... ‘. d 1 . . . ” 
applications for (4) 1 lie Human F’oocl aaxety section IS submitted only Ior 

new animal drugs intended for use in species that are used for htiman f bbh (food- 
producing animals). This ‘section must, by regulation, 21 CFR s 5 14.1(b)(7), include a 
description of practicable methods for determining the quantity, if any, of the new animal 



- . ^ 
drug m or on food, and any substance formed in or on 
proposed tolerance ’ -” _ - - 

food because of its use, and the 
or withdrawal period or other use restrictions to ensure that the 

proposed use of the drug will be safe. This section shouid also’contain any data relating 
to residue toxicology (including the impact of residues on human intestinal microflora), 
residue chemistry, and, if the new animal drug has anti-infective properties, microbial 
food safety. When it becomes final, see ‘CVM draft guidance #5’2, “c’i’%crobiologi?cai ’ __ 
Testing of Antimicrobial Drug Residues in Food.“‘ 

(5) The Environmental Impact section must, by regulation, 2 1 CFR 
5 514.1(b)(14) , contain either an environmental assessment (EA) under 2 1 CFR 8 25.40, 
or a request for categorical exclusion under 21 CFR 5 25.30 or 25.33. Under 21 CFR‘ (_ 
5 25.15(a), a’claim of categorical exclusion must include a statement of compliance with 
the categorical exclusion criteria and must state that to the sponsor’s knowledge, no 
extraordinary circumstances exist. “Environmental Impact Considerations” and 
directions for preparing an EA can be found in 21 CFR’Part 251 “ ‘- 

,.. ,> _... ,,.~ ._ . 
(6) The Labeling section shouldinclude facsii$le copies ‘of‘do&ainer labels, If contamer labels, _ _ 

package inserts and any other labeling that will be used’with tl<e products. _ ” ---- ---- Y‘ oducts. For medicated For medicated 
feeds, copies of representative labeling for the Type B and Type C medicated feeds, and Tvne C medicated feeds. 
referred to as “Blue Bird” labeling, should also be included. Facsimile labeling‘ is nearly :arlv 
final labeling that adequately reproduces the package size (actual or to scale); graphics; 
pictures; type size, font, and color of text; and, the substance of the text to demonstrate to 
the reviewing Division that the final printed labeling will be in compliance with 
applicable regulations. Labeling should address any user safety concerns identified 
during the review process. See 21 U.S.C. $ 502(f)(2). 

(7) The completed FOI ‘Summa$ should include the’specificlanguage relevant 
to a technical section that was agreed upon during the review of the individual technical 
section (e.g., the tolerance and withdrawal time for a new animal drug intended for use in 
food-producing animals) and should be accepted by the-Division responsible for the 
evaluation of the target animal safety technical section. For further information on FOI 
summaries,. see 2 1 CFR 5 14.11 (e)(2)(ii). 

(8) The All Other Information section must include all other information, not 
included in any of the other technical sections, that is pertinent to an evaluation of the 
safety or effectiveness of the new animal drug for which approval is sought. 21 CFR 
5 5 14.1 (b)(8)(iv). All other il~f~rmatibn’inciudes,;but idnot ~l’imited’to, any-information 
derived from other marketing (domestic or foreign) and favorable and unfavorable reports 
in the scientific literature. 

E. Submissions relating to target animal safety, effectiveness, requests for caterorical ~. 
exclusions, labeling, the F’OI summary, and ail other information should’be,snbmitted to 
the appropriate Division (the Division’of Therapeutic Drugs-~~r’~‘bl~~~~oh.~i~~~~~~,~~~~ ‘* 
Division of Production Drugs, or the Division of Therapeutic Drugs for Food Animals) as 
determined by the intended uses for the new animal drug. Submissions relating to 
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Chemistry, Manufacturing, and Controls should be submit 
Manufacturing Technoldgies. En<irb<mental a 

ted to the Division of 

Statements should be submitted to the Ski 
&es&ents and E&ro&nental impact 

entific Sunnort St&fin the Office of the ‘_ ,L . . __ _ ,. .’ 
Director, ONADE. A sGbmissi& reiating to Huma;l’Food Safity (Kesidue ‘l‘oxicology, 
Residue Chemistry, and Microbiology) should. be submitted to the Di~isiol~ of Human 
Food Safety. If a submission is not sent to the appropriate review Division or Staff, 
processing of the submission may be delayed. Relevant draft, labeling, FOI text, and all 
other information ~110~18 be’kubliiiked with and reviewed &on&rrently with each 
technical section. This facilitates the review of the labeling anb FOI Summary technical 
sections. 

Submissions to CVM are logged in by the Document Control Unit. Thus, the envelope in 
which a stibtiission is mgiled, *or the elktronic submission, should be addressed to the 
Document Control Unit, HFV-199. The govei- lg@ei &&il‘ci I% &&ted to the d&ector of 
the Division or Staff responsible for the review of the submission. 

F. The reviewing Division will notify the sponsor in writing of its conclusions on 
acceptance or non-acceptance of the data submitted relevant to a technical section. If the 
reviewing Division finds the data for the technical section to be con$ete, it will issue a 
technical section complete letter. A final’ decision on the approv‘ai of an application will 
be made when the Admi$strative NADA is submitted and CVM evalukes whether all 
the data for all technical sectibns vietied ‘as a whole support approval. 

G. Any person intending to file an NADA or a request for an investigational exemption 
under section 512(j) of the Act is encouraged to request one or more conferences prior to 
such submission to reach an agreement acceptable to CVM, establishing the submissions 
or investigations necessary to meet the requirements of 2 1 CFR 5 14.1. 

H. The synchronizing of major technical sections remains the responsibility of the drug 
sponsor. There are obvious and varying degrees of cross relationships among major 
technical sections. For example, concerns about target animal safety may place 
boundaries on the dose(s) evaluated in drug effkctivefiess studies. 

I. Prior to submission of the NADA, the sponsor is responsible for ensuring all technical 
sections are compatible and support the approval of the same drug product. 

IV. Submitting an Administrative NADA 

When a sponsor has received technical section complete letters for each of the technical sections 
submitted to support approval of a new animal drug, the sponsor may file an Administrative NADA. 
The Administrative NADA should inch& a do<& le’tte?; signed ‘FDA F&m 356V, a table of 
contents, summary, a copy of each technical sect& coni$leie letter: complete facsimile labeling, and 
the FOI summary. The cover let& should be -addressed to the ~~~i~~oi~~~irecio;;esponsible ‘for the 
evaluation of the target animal Safety tekhnical se&ion of&e acplication and should identify at the 
top oftlle letter that’tlle submisHidn is an “A~;i?ih$st;atiir~~~DA:j~ ‘ ’ ‘- -’ ’ ’ -” 
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